Using various medical devices, we met unexpected hazardous situation and harms resulting in physical injury or property damage. Risk management activities are needed to prevent or mitigate these damages, and their importance is continuously increasing. In order to ensure the safety of medical devices, the risk management requirements of ISO 14971 and IEC 60601 series standard shall be applied. In this study, proposes a method to perform risk management activities by securing the traceability between each stage activity required in the risk management of above two standards. 
2. Is the medical device intended to be implanted? 3. Is the medical device intended to be in contact with the patient or other persons? 4. What materials or components are utilized in the medical device or are used with, or are in contact with, the medical device?
(1) compatibility with relevant substances; (2) compatibility with tissues or body fluids; (3) whether characteristics relevant to safety are known; (4) is the device manufactured utilizing materials of animal origin? ⋮ 34. Does the use of the medical device depend on essential performance? (1) compatibility with relevant substances;
(2) compatibility with tissues or body fluids;
(3) whether characteristics relevant to safety are known; (4) is the device manufactured utilizing materials of animal origin?
C.2.5 1s energy delivered to or extracted from the patient?
Factors that should be considered include :
(1) the type of energy transferred;
(2) its control, quality, quantity' intensity and duration;
(3) whether energy levels are higher than those currently used for similar devices. 
